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The audit took place in Uruguay from Februar; 11 through March 18. 2004. 

An opening meeting u-as held on Februar) 1 1. 2004. in Montevideo kbith the Central 
Competent Authority (CCA). At this meeting. the auditor confirmed the objective and 
scope of the audit. the audit itinerarq. and requested additional information needed to 
complete the audit of Uruguay's meat inspection sq stem 

The auditor was accompanied during the entire audit by representatives from the CCA. 
the Ministry of Likestock. Agriculture and Fisheries (MGAP). 

2. OBJECTIVE OF THE AUDIT 

This audit was a routine annual audit with three objectives. The first objective was to 
evaluate the performance of the CCA with respect to controls over the slaughter and 
processing establishments certified by the CCA as eligible to export meat products to the 
United States. The second objective was to assess the status of corrective actions taken 
as a result of deficiencies identified in the FSIS January 2003 audit of Uruguay's meat 
inspection system. The third objective mas to verify the implementation of neu FSIS 
regulatory requirements regarding non-ambulatory disabled cattle and Specified Risk 
Materials (SRM) in cattle. 

In pursuit of the objectives. the following sites were visited: the headquarters of the CCA, 
one establishment-level office: two laboratories performing analytical testing on United 
States-destined product. nine slaughter and processing establishments, three meat 
processing establishments. one cold storage facilitj. and one inedible rendering facility. 
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3. PROTOCOL 

This on-site audit u a s  conducted in four parts. One part involved visits with CCA 
officials to discuss oversight programs and practices. inciuding enforcement actik ities. 
The second part involved an audit of a selection of records in the Uruguay's inspection 
headquarters and one local office at the establishment level. The third part involved on- 
site visits to 13 establishments: nine slaughter and processing establishments. three 
processing establishments. and one cold storage facilit). A visit to an inedible rendering 
facilit) u a s  also conducted. The fourth part in\ol\ed a \isit to one government 



laboratory. The Division Laboratorios Veterinaries (DILXVE) residue and microbiologq 
laboratory u a s  conducting anal) ses of field samples for Uruguay's national residue and 
microbiological control program. 

Program effectiveness determinations of Cruguaq 's inspection system focused on five 
areas of risk: (1)  sanitation controls. including the implementation and operation of 
Sanitation Standard Operating Procedures. (2) animal disease controls. (3) 
slaughter/processing controls. including the implementation and operation of HACCP 
programs and a testing program for generic E. coli. (4) residue controls. and (5) 
enforcement controls. including a testing program for Salmonella. Gruguay's inspection 
system was assessed b j  evaluating these fi\e risk areas. 

During all on-site establishment visits, the auditor evaluated the nature. extent and degree 
to which findings impacted on food safety and public health. The auditor also assessed 
how inspection semices are carried out by Uruguay and determined if establishment and 
inspection system controls were in place to ensure the production of meat products that 
are safe. unadulterated and properly labeled. 

At the opening meeting, the auditor explained that Uruguay's meat inspection system 
mould be audited against t\vo standards: (1) FSIS regulatory requirements and (2) any 
equivalence determinations made for Uruguay. FSIS requirements include, among other 
things, dailj inspection in all certified establishments, monthly supervisory visits to 
certified establishments, humane handling and slaughter of animals. ante-mortem 
inspection of animals and post-mortem inspection of carcasses and parts, the handling 
and disposal of inedible and condemned materials, sanitation of facilities and equipment. 
residue testing, species verification. and requirements for HACCP. SSOP. and testing for 
generic E. coli and Salnzonella. 

Currently, the only equivalence determination Uruguay has requested is regarding the use 
of a different agar in the analysis of Salmonella samples. FSIS has determined that 
Uruguay's use of sulphamendelate for sulphapyridine is equivalent to FSIS' 
requirements. 

4. LEGAL BASIS FOR THE AUDIT 

The audit was undertaken under the specific provisions of United States laws and 
regulations. in particular: 

The Federal Meat Inspection Act (21 U.S.C. 601 et seq.). 

The Federal Meat Inspection Regulations (9 CFR Parts 301 to end), which include the 
Pathogen ReductiodHACCP regulations. 

5. SUMMARY OF PREVIOUS AUDITS 

Final audit reports are available on FSIS' uebsite at the follouing address: 
http: '/nu\\ .fsis.usda.gov/'Regulations - & - PoliciesIForeign - Audit-Reports/index.asp 



The follotzing concerns arose as a result of the FSIS audit of Uruguaq 's meat inspection 
system conducted in Januarq 2009: 

+ Six establishments nere gilen a Sotice of Intent to Delist (YOID) for inadequate 
implementation of HACCP requirements. 

+ SSOP implementation problems uere found in four of the eight establishments. 
+ Condensation controls mere inadequate in one establishment. 
+ Grease and metal particles uere found on product that had passed all establishment 

and MGAP inspection controls in one establishment. 
+ Light mas inadequate at the edible product inspection area in one establishment. 
+ Pre-shipment document reviems were not adequately implemented in two 

establishments. 

The following concerns arose as a result of the FSIS audit of Uruguay's meat inspection 
system conducted in January 2003: 

One establishment was given a NOID for inadequate implementation of SSOP and 
HACCP requirements. 
One establishment did not have adequate controls in place to maintain establishment 
grounds and prevent pests in and around establishment facilities. 
Two establishments had inadequate lighting at the beef head washing facilities. 
One establishment was not adequately documenting operational sanitation 
deficiencies and the same establishment did not adequately prevent the occurrence of 
unsanitary conditions through the use of its SSOP. 
One establishment did not adequately control the direct and potential product 
contamination of sanitary operations such as: 

a) Exposed beef heads were contacting dirty protective guard at the automatic 
hide removal station and dirty water was splashing from hide roller during 
rinsing operation and was falling onto beef heads; 

b) Fat residue and blood were observed on automatic viscera convejor pans after 
washinglsanitizing during the operation in the slaughter room: 

c) Dripping condensate from overhead exhaust s j  stem ducts and pipes that \.\.-ere 
not cleanedlsanitized daily mas falling onto packaging materials for edible 
tripe in the packaging room. Establishment officials took appropriate 
corrective actions immediatelj for identified SSOP deficiencies. 

One establishment did not maintain records at the identified critical control point 
(CCP) for 100 per cent monitoring carcasses for fecal materials ui th  the actual ~ a l u e s  
and observations. The entries were not made by the responsible establishment 
employee at the time the deviation occurred and did not include the time and 
signaturelinitial pertaining to deviations of CCPs. 
One establishment did not adequately perform on-going verification activities such as 
direct obser~ations of monitoring activities and corrective actions to be folloued in 
response to a deviation from a critical limit at a critical control point and the same 
establishment did not validate its HACCP plan. 
Four establishments \\ere sponging carcasses but did not e~a lua te  E coli test results 
using statistical process control techniques. 



+ In one establishment. Listenn monocjtogenes nas  not reassessed as a hazard likel) to 
occur in readq-to-eat (RTE) products as required. Houeter. the establishment is 
anal? zing one sample per u eek for Listerin monocj togenes and Snlmonella 

+ U7hen percent recok erq results for arsenic. mercurq. lead. cadmium. chloramphenicol. 
sulfamethazine, furazolidone. nitrofurazone. i\ ermectin. albendazole. fenbendazole 
and mebendazole fell belou the expected range limit. corrective actions mere not 
documented for the qualit) assurance program. 

6.1 Government Oversight 

6.1.1 CCA Control Systems 

Uruguay's Central Competent Authoritj is the Ministrj of Livestock. Agriculture and 
Fisheries (MGAP). Uruguay's inspection system is directed from the central 
headquarters at Montevideo and there are no local, district. or regional levels. This is the 
level of government that FSIS holds responsible for ensuring that FSIS regulatory 
requirements are implemented and enforced. The MGAP, with regard to meat inspection. 
is staffed ui th  approximately 460 personnel. At the central office (headquarters) there 
are 22 veterinarians. including the Meat Inspection Division (DIA) Director. Heads of 
Departments. Area Supervisors and four administrative employees. At the 
establishments. there are 108 veterinarians and 327 food inspectors (assistants). 

The structure of the DIA is organized under the general direction of Livestock Services. 
together kvith the Animal Health Division (DSA). the Division of Veterinary Laboratories 
(DILAVE) and the Division for the Control of Animal Herds (DICOSE). The General 
Director of the Livestock Services reports directly to the Minister of MGAP. 

Under the DIA. there are five departments. These are the Technical Department. the 
Slaughter Establishments Department. the Processing Establishments Department, the 
International Trade Department, and the Grading Department. Each department has 
official staff in the certified establishments who are in charge of direct control of the 
activities. All field personnel are superkised from the DIA office in Montevideo. 

6.1.2 Cltimate Control and Supervision 

The process for initial establishment certification is as follows. When any establishment 
wishes to be certified by DIA as eligible to export to the United States, the first step is to 
approach the DIA for instructions on how to achieve compliance ui th  the requirements. 
There is a resolution issued by DIA specifying the procedure to approve establishments 
that ~ t i s h  to export their products to "high requirements markets". e.g. Canada. the 
European Union and Israe!. The procedure involves the creation of a special team of 
higher-level personnel from the different departments n h o  are responsible for assessing 
the establishment's capabilit) for achie\ ing compliance. This team conducts an in-depth 
on-site audit of all aspects of the facilities. operations, and controls and submits a report 
to the Director of DIA. The report is rekiemed bq the Director and. if the establishment is 
determined to be in compliance u ith the FSIS requirements. the establishment is granted 



certification for eligibility for access to the U.S. market and FSIS is notified of the neu 
certification. 

Inspection documents are normallj distributed to field personnel his a folder sq stem. 
This sq stem has been dek eloped to ensure that the information effectix el j  reaches its 
destination and all records are properlq maintained. Each establishment has a special 
pribate folder kept at the headquarters office in Montevideo. Documents are put into 
each folder. such as the residue national sampling plan, any resolutions or instructions. 
and similar documents. Each meek, personnel from the establishments pick up the 
contents from the folder and sign a form indicating that they have received the 
information. 

Supervisory reviews of all certified establishments were being performed at least once a 
month and audit reports mere covering U.S. regulatorj requirements in detail. One copy 
of these documents is kept at the establishment and another copy is at the central 
headquarters. The FSIS auditor verified that the most recent report generated from these 
reviews included a documented review of the SSOP. HACCP systems, and Bovine 
Spongiform Encephalopathy (BSE)/SRM controls in each establishment. 

Government employees cannot perform private or establishment-paid tasks at any 
establishment. Any private veterinary practitioners or establishment paid individuals are 
not hired as part-time government employees. All salaries of meat inspection personnel 
are paid by the national government, including a special compensation for full-time 
availability. 

The responsibilities and performance standards of employees at each grade are described 
in an official document issued in 1988 by the Civil Service General Office 
(Reoganizacion Administrativa del MGAP Tomo 11). 

All go\-ernment employees are rated annually by the immediate supervisor. These 
performance ratings are sent to a special commission made up by the higher-level 
personnel elected both by DIA and by the employees. This Commission evaluates 
performance ratings and concerns raised by employees. 

6.1.3 Assignment of Competent. Qualified Inspectors 

Full-time. permanent CCA veterinarians must have a University degree in Veterinary 
Science or Veterinary Medicine to be considered qualified to applj for the inspection 
service. Assistant inspectors must be advanced students of Veterinary Medicine with 
third curricula year courses completed or Agriculture Technicians (Polq~echnic School 
diploma). All applicants are selected through a special examination process, which 
includes a basic training workshop. knowledge of the regulations and hands-on practical 
tests in slaughter and processing establishments. After they are hired. they receive on- 
the-job-training including two meeks of a basic DIA inspectors' course on meat and meat 
products. veterinary inspection. and food safetj regulations. mhich is sponsored jointly by 
the Veterinary School and the DIA. The U.S. HACCP Consulting Group offered t u o  
training courses concerning SSOP. PWHACCP s j  stems and E.coli testing for all 
veterinarians \\orking in meat inspection and meat industrq officials in 1997 and 1998. 
The DIA veterinarians also rece i~  ed training in qualit) assurance standards IS0  9000: 



qualitq manuals (handbooks) standard I S 0  100 13. audit standard IS0  100 1 1 and 
laborator\ accreditation I S 0  17025 bq the Uruguaq an Institute for Technical Standards 
(Instituto Lruguayo de Normas Tecnicas-Unit). ,411\ eterinarians and food inspectors 
(assistants) emploq ed bq the MGAP are full-time emplo~  ees. 

6.1.-IAuthority and Responsibility to Enforce the Laws 

MGAP has the authorit) and responsibility to enforce the applicable lam-s relevant to U.S. 
certified establishments. MGAP has the authority to approve establishments for export to 
the United States. but also has the responsibility for withdra~ving such approval uhen 
establishments do not have adequate and/or effective controls in place to prevent. detect, 
and eliminate product contamination/adulteration. The Area Supemisors are in charge of 
verifying and evaluating the implementation of the official guidelines and instruction: 

6.1.5 Adequate Administrati\.e and Technical Support 

During the audit, the auditor found that the CCA has the administrative and technical 
support to operate Uruguay's inspection system and has the resources and abilitj to 
support a third-party audit. 

6.2 Headquarters Audit 

The auditor conducted a review of inspection system documents at the headquarters of 
the inspection service and in one local office at the establishment level. The records 
review focused primarily on food safety hazards and included the following: 

Internal review reports. 
Supervisory visits to establishments that were certified to export to the United 
States. 
Training records for inspectors and laboratory personnel. 
New laws and implementation documents such as regulations. notices. directives 
and guidelines. 
Sampling and laboratory analyses for residues. 
Sanitation. slaughter and processing inspection procedures and standards. 
Control of products from livestock with conditions such as tuberculosis, 
cpsticercosis. etc., and of inedible. condemned materials. and SRVs. 
Export product inspection and control including export certificates. 
Enforcement records, including examples of recalls. seizure and control of 
noncompliant product. and u ithholding. suspending, uithdrawing inspection 
services from or delisting an establishment that is certified to export product to 
the United States. 

No concerns arose as a result the examination of these documents. 

7. ESTABLISHMENT AUDITS 

The FSIS auditor visited a total of 13 establishments: nine slaughter and processing 
establishments. three processing establishments. one cold storage facilitj. An inedible 



rendering establishment mas also \kited. No establishment mas delisted bq Urugua~.  
One establishment recei~ed a Kotice of Intent to Delist (YOID). The establishment ma) 
retain its certiilcation for export to the United States pro\ ided that all deficiencies noted 
during the audit are corrected nithin 30 daqs of the date the establishment uas  audited. 

All the pre\ ious deficiencies had been resolved prior to the FSIS audit in Februarq--March 
2004. 

No new deficiencies \.\;ere observed. 

8. RESIDUE AND MICROBIOLOGY LABORATORY AUDITS 

During laboratory audits. emphasis bvas placed on the application of procedures and 
standards that are equivalent to United States requirements. 

Residue laboratory audits focused on sample handling. sampling frequency. timely 
analysis data reporting. analj-tical methodologies, tissue matrices, equipment operation 
and printouts. detection levels, recovery frequency, percent recoveries. intra-laboratory 
check samples. and quality assurance programs, including standards books and corrective 
actions. 

Microbiology laboratory audits focused on analyst qualifications, sample receipt. timely 
analysis. analytical methodologies. anal>-tical controls. recording and reporting of results. 
and check samples. If private laboratories are used to test United States samples, the 
auditor evaluates compliance with the criteria established for the use of private 
laboratories under the FSIS PRIHACCP requirements. 

The following laboratory was reviewed: 

The DILAVE "Migual C. Rubino". a government laborator) located in Monte%ideo. mas 
conducting analyses of field samples for the presence of Salmonella species. Listeria 
monocytogenes. and residues. 

No deficiencies were noted. 

9. SANITATION CONTROLS 

As stated earlier; the FSIS auditor focuses on five areas of risk to assess Uruguay's meat 
inspection system. The first of these risk areas that the FSIS auditor reviewed was 
Sanitation Controls. 

Based on the on-site audits of establishments. and except as noted belo\.\;. Uruguay's 
inspection system had controls in place for SSOP programs. all aspects of facility and 
equipment sanitation. the prevention of actual or potential instances of product cross- 
contamination. good personal hq giene practices. and good product handling. storage 
practices. All 13 establishments had adequate sanitation controls in place. 

Specific deficiencies are noted on the attached establishment review forms. 



In addition. Uruguaq 's inspection sq stem had controls in place for uater potabilit) 
records. chlorination procedures. back-siphonage prel ention. separation of operations. 
temperature control. uorkspace. \ entilation. ante-mortem facilities. uelfare facilities. and 
outside premises. 

9.1 SSOP 

Each establishment uas  evaluated to determine if the basic FSIS regulator: requirements 
for SSOP were met. according to the criteria employed in the United States' domestic 
inspection program. The SSOP in all of the 13 establishments mere found to meet the 
basic FSIS regulator: requirements. 

9.2 Sanitation 

No deficiencies were observed. 

10. ANILMAL DISEASE CONTROLS 

The second of the five risk areas that the FSIS auditor reviewed was Animal Disease 
Controls. These controls include ensuring adequate animal identification. control over 
condemned and restricted product, procedures for sanitary handling of returned and 
reconditioned product and the implementation of the requirements for control of Bovine 
Spongiform Encephalopathy (BSE). 

No deficiencies were observed. 

In addition. there had been no outbreaks of animal diseases with public health 
significance since the last FSIS audit. 

1 1. SLAUGHTEIUPROCESSING CONTROLS 

The third of the five risk areas that the FSIS auditor reviewed was SlaughterIProcessing 
Controls. The controls include the following areas: ante-mortem inspection procedures; 
ante-mortem disposition; humane handling and humane slaughter: post-mortem 
inspection procedures: post-mortem disposition; ingredients identification; control of 
restricted ingredients; formulations; processing schedules; equipment and records; and 
processing controls of cured, dried, and cooked products. 

The controls also include the implementation of HACCP sy-stems in all the required 
establishments and implementation of a generic E. coli testing program in slaughter 
establishments. 

1 1.1 Humane Handling and Slaughter 

No deficiencies were observed in regard to humane handling and humane slaughter 



1 1.2 HACCP Implementation. 

All establishments approbed to export meat products to the United States are required to 
hahe de\ eloped and adequatelq implemented a HACCP program. Each of these 
programs uas  e\ aluated according to the criteria emplo) ed in the United States' domestic 
inspection program. 

The HACCP programs u-ere re\.iewed during the on-site audits of 12 of 13 
establishments. One establishment was a cold storage facility. ,411 12 establishments 
audited had adequately implemented the HACCP requirements. 

11.3 Testing for Generic E, coli 

Uruguay has adopted the FSIS regulatory requirements for generic E. coli testing. 
Nine of the 13 establishments audited Lvere required to meet the basic FSIS regulatory 
requirements for generic E. coli testing and were evaluated according to the criteria 
employed in the United States' domestic inspection program. 

Testing for generic E. coli was properly conducted in all nine slaughter establishments. 

No deficiencies u-ere noted. 

11.4 Testing for Listeria monocytogenes 

Four of the 13 establishments audited mere producing ready-to-eat products for export to 
the United States. In accordance with United States' requirements. the HACCP plans in 
all four establishments had been reassessed to include Listeria monocytogenes as a hazard 
reasonably likely to occur. 

No deficiencies were noted. 

12. RESIDUE CONTROLS 

The fourth of the five risk areas that the FSIS auditor reviewed was Residue Controls. 
These controls include sample handling and frequency, timely analysis. data reporting, 
tissue matrices for analysis. equipment operation and printouts. minimum detection 
levels. recovery frequency, percent recoveries, and corrective actions. 

The DILAVE "Migual C. Rubino" is a government laboratory located in Montevideo. 

All previous deficiencies had been resolved prior to the FSIS audit in January 2004. 
No deficiencies \yere noted during the current audit. 

Uruguay's National Residue Testing Plan for 2004 was being followed and was on 
schedule. 



13. ENFORCEhIENT CONTROLS 

The fifth of the f i ~e risk areas that the FSIS auditor re\ ieu ed mas Enforcement Controls. 
These controls include the enforcement of inspection requirements and the testing 
program for Salmonella. 

13.1 Daily Inspection in Establishments 

Daily inspection was being conducted in all slaughter and processing establishments. 

13.2 Testing for Salmonella 

Uruguay-'s has adopted the FSIS requirements for testing for Salmonella with the 
exception of the following equivalent measure: 

+ A different agar medium is used in the analysis of Salmonella (substitution of 
sulphamendelate for sulphapyridine). 

Nine of the 13 establishments audited were required to meet the basic FSIS regulator? 
requirements for Salmonella testing and were evaluated according to the criteria 
emplojed in the United States' domestic inspection program. 

Testing for Salmonella was properly conducted in all of the nine establishments. 

13.3 Species Verification 

Species verification was being conducted in all the establishments audited as required. 

13.4 Monthly Reviews 

During this audit it was found that in all establishments visited. monthly supervisory 
reviews of certified establishments mere being performed and documented as required. 

13.5 Inspection System Controls 

The CCA had controls in place for ante-mortem and post-mortem inspection procedures 
and dispositions: restricted product and inspection samples; disposition of dead. dying, 
diseased or disabled animals; shipment security. including shipment between 
establishments; and prevention of commingling of product intended for export to the 
United States with product intended for the domestic market. 

In addition, controls were in place for the importation of only eligible livestock from 
other countries, i,e,, only from eligible third countries and certified establishments within 
those countries. 

Lastlj. adequate controls Lvere found to be in place for securitj items. shipment securitj . 
and products entering the establishments from outside sources. 



11.CLOSING MEETING 

A closing meeting mas held on March 18.2001. in Monte\ ideo ni th  the CCX. At this 
meeting. the primart findings and conclusions from the audit mere presented b ~ .the 
auditor. 

The CCA understood and accepted the findings. 

Faizur R. Choudry -

International Audit Staff Officer 



I n d i ~idual Laborator? Xudit Forms 
Individual Foreign Establishment Audit Forms 
Foreign Countrq Response to Draft Final Audit Report (no conzments recei19edl 







Foreign E s h b i i s h r n e n t  Aud i t  Checkl is t  

9 Signed anc i21-s C33?, by an-sl:e 3- eve-a; a~tnol:y.  I - -22. Residue 
I 


Sanitat ion S tandard  0 p e ; a f i n g  Procedures  (SSOP) 
Part E - eher  Requirements i 


Ongoing Requi rements  
10. lrnp1emen:ario: 3f SSO?s, includhg monitoring of~mclemcs:s:ion. 3c^. Exp1 I 


:1. Maintenan-PI an?  eiaisation of tne e:fecbveness of SOP 'S .  i 37. import I 

I 

72. Correc:ivea=tior wher the SSWs nave fa ie i  tc prewii: i i - e ~ t  
p ~ d u c !mrtani?a; iz c: a::te-a:ion. 38. Es!ailiswnen! Sromss and Pest Control
1 

I 

73.  Daily recxds docurnen! item 70,11 and 12 above. I 3. Estaslisnmen: Condruc:ionlMain:erance I 

I 


Par t  B -Hazard  Aralysis  and  Critical Cont ro l  I 40. L i ~ n :  I 

P o i n t  (HACC?)Systems - Basic Requirements I 


14. Develooe? w d  implemented a wn:;8: tiACCP p!an . I 
I 41. Venti!a:io i 


15. Contens of tne H4CCF list the f33d safety hazarss, critical mntrol I 42. ?lunbing a n i  Sewaae I 

pants, cnt!cai limits procedures co:rectwe adions. I 


1 

16. ?=cords documenting ~mpemen!a!ion and m m o r m g  o i  the 1 43. Watt Supoiy 

H4CCD p,an. 1


i 
 44. D r e s s n ;  %cornsl_avatones 
... 17. The L IAC 'Z  piaz is signed and datec by the respsx ib le  

es:aSiishnent inciivi6ual. I 45. Equipment and L'tensils I 
+a.  =+u~pt!lr,,l

11
II d:,u ;rrnslis i
Hazard Analysis and  C r i t i a l  Control Po in tHazard Analysis and  C r i t i a l  Control Po in t  I 
--- (HACCP) S y s t a n s  - Ongoing  R q u i ; e m e n t s  46. Sani:ary Oxrations--- (HACCP) S y s t a n s  - Ongoing  R q u i ; e m e n t s  46. Sani:ary Oxrations 1
1 
3.M o n i t o n i ~3f H4CC? play. 47. Employee Hygiene I 


I 

Part D - Sampl ing  
Generic  E coli Testing 





- - 

Forsign EstabIishrnsnt  Audit Checkiist 

9. Sian-i and cz'ei 5532,  by or-site or ove:ali auihsi!). 
I 

22 ,  Residue 1 
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